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l)Ciir Mr. \Visc:

Your t“;]cili[y was inspcctd t~n March 7, 1997 by u rcprcsenta[ivc (It [he State of Alabama acting

on twh;llf” (Jt” the f:mxl ;Ind Drug Adminis[ro[ion (FDA), This inspection revealed that your
facili[y t’:lilcd [() comply wi[h [k Quali[y Standards for Mammography (S[andards) as specified

LM!ELJ

N() pr(xcsst)r- QC records were present:
II)= (~NE.

The spccif.ic kf-icicncy f](~twl above :Ippcdrcd
I:acili[y Impcc[ion Report. which was given [c
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umkr [hc “Level I” heading on your MQSA
y(w b) your inspector. This deficiency may tw

of mammography
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Also includul on the List of’ Observations were the following items listed
Pending”:

- 1. Radio logic [cchnologist’s certificatio.m.~

2. Radiologic technologist’s license: ~

as “Documcn(s

1[ is your rcsponsibili!y [o ensure adhercncc to each rcquircmcnt of the JMammography Quali[y
S[:imlilrds Act of 1992 (MQSA) and FIIA’s rcgulatiorls. You arc responsible for investigating
~1.IIddt:tcrn~ining IIIC C;IUSCS o! [he deficiencies that the inspection identifies and to properly
,.,
lnlt];i[c pcrmanen[ c~~rructivc dctionso

If you t“dil [(~ properly corrcc[ [hcsc dcficicncics. I:DA m-~y. without t’unhcr notice. initiate
rcgul;i[t)ry ;Ic[i[)l]. (Jndcr MQSA. FDA may:

* imp(~sc civil money pcnal[ics on a facility of up 10 $10,000 for each failure to
sut>s[;in[i;illy comp]y with, or each d;iy of fai]urc to substantially comp!y with, the
Stafd:lrds.

B
* suspend or revoke ;I !acility ’s FI)A certificate for failure to comply with the Standards.

t
●

● suck ;III injunc[i(~n in federal coun to prohibit ;Iny nlilmrnography activity that

UOIISII(UICS ;I scri(~us risk [o human health,

I) IC:ISU IItJ[C III;II I:I)A rcyul;][it~n~ do rlo[ prccludc :1 St:l[c from cnt”orcing its own StiltC

lllilIlllIlo~ril[)tl~ I;IWS :1[1(1l“UlgUlil[ ioHS, III some C;ISCS. [Iwsc rcquircmcnts may k more stringcnl
[hail l; I)A’s. \Vhc I] )’(JII pl;ln your c(~rrcctivc ;~ctiorls, tlwrc!”orc, you should consickr the more
stri[]gc[l[ S(;l[c rcquirul]lcnts, if ;Iny.

Wittlil] 15 working d:Iys ;If[cr rncciving this Ic[(cr, y(NJ should notify FDA in wri(ing of:

● tlw spccifi~. .~[c:]s you IMVC taken to corrcc( ;III of- the violations noted in this Ic[tcr:

* c:lutl Atcp }’our t“:lcility is [ilking [() prcvcn[ :IIC nxurrcncc of similar violations,

If your I“dcilily is undt)lc I() complc[c lhc comxtiv’: ii~[ion within 15 working (li~ys, you should

s(ilt~ [t~c ru;ist)l~ t“(]r [tw dcl:~y ;Ird (hc (;mc within which the c[~rrcc[ions WIil bc compkkxl.
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Your reply should be directed to Joseph E. I-laycs, Compliance Officer, U.S. Food and Drug
Administration. 297 Plus Park Boulevard, Nashville, Temessee 37217, telephone 615/781-
5389, extension 125. Also, send a copy to the State radiation control office that conducted the
inspection referenced in this letter. You may choose to address both FDA and State
requircfncnts in your response.

If you have iiny questions rcgardil]g this letter or how to ensure you are meeting MQSA
standards. pltiis~ call Karen Smallwood, C, S,(),, ;~t 615/781-5380, extension 14.~,

Sincerely,

Raymond K. Huiblad
Director, Nashville District

cc: S[~[c LJ1-Al~tb~lm;l, Dcp[. of Pub. Hlth, Div. of Rad, Control


